RAJASTHAN MEDICAL SERVICES CORPORATION LIMITED
SwasthyaBhawan, Tilak Marg, C-Scheme, Jaipur — 302005

Orger No. RMSCL/QC/_6R 3 patea: 16| 6 | 2020
ORDER
Amendment to the Quality Control Policy of Rajasthan Medical Services Corporation
Limited

In compliance of the Resolution passed by the Board of Directors of Rajasthan Medical Services
Corparation Limited (RMSCL) in its 101st Board Meeting held on 27th March, 2026, the following
amendments are hereby made in the Quality Control Policy of RMSCL with immediate effect:

1. Amendment to Sections 4.1 and 4.4 of the Quality Control Policy
Sections 4.1 and 4.4 of the Quality Control Policy of RMSCL are hereby substituted as follows:

Revised Section 4.1:

“Samples shall be collected from the District Drug Warehouses (DDWSs) where the
soncerned batch has been supplied. Upon receipt of such samples at the Head Office, it
shall be ensured that the quantity of each batch meeis the minimum requirement
prescribed for conducting the tests. From the samples so received, the selection of
samples to be forwarded for Quality Control testing shall be made exclusively on the basis
of the Computerized Random Selection System, to ensure objectivity, transparency and
equitable representation.”

Revised Section 4.4:
"The selection of the laboratory for analysis shall be carried out exclusively through a
computerized random laboratory allocation system. The Quality Control Cell shall ensure
the follawing:

(a) Each coded sample shall be automatically allocated to an empanelied laboratory through
a randomized software-based algorithm,

{B) No manual intervention shall be permitted in the selection of laboratory for any sample;

(¢} Confidentality of suppher identity shall be maintained through batch codification and shall
not be disclosed to the testing laboratory;

{(d) Cemplete records of all laboratory allocations shall be maintained in the system and shall
be available for audit and verification at any time;

(e) Periodic review of allocation data shall be conducted to ensure equitable distribution of
samples across all empanelled laboratories.

Mote: The existing provisions under Sections 4.2, 4.3 and 4.5 of the Quality Control Policy
shall remain in forge and shall not be affected by this Order. The existing Section 4.4 shall
stand deleted and shall be substituted by the Revised Section 4.4 as set out above."

2, Amendment to Clause 8.3 (Biclogical Products and Blood Grouping Reagents)

The existing Clause 8.3 of the Quality Control Policy of RMSCL is hereby substituted with the
fellowing
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Clause 8.3 (Substituted):
"4l Biological Products and Blood Grouping Reagents (except Vaccines and Sera as
mentioned in Section 8A and 8B of the Drugs Rules 1945) shall be tested at National
Institute of Biologicals (NIB) Moida or Central Research Institute (CRI) Kasaull or NABL
accredited laboratory.

In cases of imported Biological Products whose testing facility is not available at NIB Noida
or CR| Kasauli or any NABL accredited |aboratory, the supplier/manufacturer shall submit
a Certificate of Analysis (CoA) (in-house test report) from the country of origin of the
product at the time of supply. In addition to that, such supplier/manufacturer shall also
submit an affidavit clearly stating that since testing of their product is not available at any
laboratory in India, in case of any complaint regarding these products, the
supplier/manufacturer will take back the said drugs and replace them with new batches of
the same product at no additional cost to RMSCL.

On the basis of NIB Noida/CRI (CDL) Kasaul/NABL accredited empanelled Labs/in-house
test reports, the product shall be released for distribution. In addition to this, random
samples shall also be drawn for testing.

Mote The list of Biological Products under Section BA and BB of the Drugs Rules 1845 is
subject to amendments and updation from time to time by the Central Government. These
provisions shall apply to all Biological Products as per the updated list under Section 8A
and 8B of the Drugs Rules 1845 as amended from time to time."

3. Insertion of New Clause 8.4
The following new Clause 8.4 is hereby inserted in the Quality Control Palicy of RMSCL:

Clause B.4;

'100% batches of Surgical and Suture itermns supplied in RMSCL shall be tested by
empaneiled laboratories. Those surgical items for which testing facility in any empanelled
labaratory is not avallable will be examined by a committee of doctors/subject experts.”

Date of effect:
This Order shall come Into force with iImmediate effect from the date of its 1ssuance and shall
apply to all procurement processes, testing, and supply activities of RMSCL underiaken hereafter,

Pukhraj Sen, s
{Managing Director)
RMSCL

Copy: For information and necessary action
. PS5 to Chairperson &Principal Secretary of the Medical & Health Department in Rajasthan.
. Executive Director, QC.
. Directer, Procurement.
. Executive Director, Finance/Procurement/EPM/Logistic
. Company Secretory
Guard File
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Pukhraj Sen, a5
(Managing Director)

RMSCL
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